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DETAILED ACTION 
Response to Amendment 

Amendment and Request for Continued Examination (RCE) filed on 1/16/08 lias been entered. 
Claims 16-23, 25-31 are present for examination. 
Claims 1-15, 24 are cancelled. 



Claim Rejections - 35 USC § 102 

(The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the basis 
for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 16-20 and 23-31 are rejected under 35 U.S.C. 102(b) as being anticipated by Yoon (US 
5,584,849). 

As to Claims16 and 28-31, Yoon discloses a retractable safety-penetrating instrument comprising 
a sleeve (42), a needle (36), a hub (24) and a catheter introducer (22). The sleeve is disposed about the 
needle such that the needle remains at least partially within the sleeve at all times. The needle and sleeve 
are longitudinally movable relative to each other. The needle is mounted to the hub such that they move 
together longitudinally. The proximal end of the sleeve is located within the hub and longitudinally 
movable relative to the hub. Further, a first and a second position are disclosed whereby in said first 
position the needle extends beyond the distal end of the sleeve and in said second position the sleeve 
extends beyond the distal end of the needle. The catheter introducer comprises a sheath (26) and a port 
(28). The needle and sleeve are positioned within the port and sheath such that the needle extends 
beyond the sheath. Upon insertion the sheath enters the tissue relatively simultaneously as the needle 
and sleeve. The catheter introducer can be manually held in place in the tissue as the needle and sleeve 
are removed so that the catheter introducer is left in the tissue for introduction of longer devices. (See 
Figures 2 and 3). 
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As noted that the limitation "the sleeve being arranged to enter the incision such that after the 
tissue has been pierced... when the needle has been withdrawn to the second position" is the method for 
operating the device is not germane to the issue of patentability of the device itself. Therefore, this 
limitation has not been given patentable weight. 

As to Claim 17, the claim further limits the method of operating or functionality of the apparatus of 
claim 16 but does not provide any structural limitations. As such, the instrument of Yoon is reasonably 
capable of withdrawing the sleeve from the tissue by application of further longitudinal traction to the hub. 

As to Claim 18-20, Yoon discloses a laterally extending disc shaped projection (110) from said 
sleeve located at the proximal end of the sleeve and means of positively engaging (1 14) said projection to 
restrain the sleeve in the second position. (See Figure 3). 

As to Claim 24, the needle of the apparatus of Yoon is inherently in the fluid flow path of the 

apparatus at all times. 

As to Claim 25, it is inherent in the apparatus of Yoon that pressure is applied directly to the 
sleeve from surround tissue upon insertion and retraction from a body. 

As to Claim 26-27, Yoon teaches a method of using the disclosed apparatus comprising the 
following steps; piercing tissue with the needle, inserting needle and sleeve relatively simultaneously, 
applying longitudinal traction to the hub to withdraw the needle and withdrawing the sleeve by further 
applying longitudinal traction to the hub. 

Thus it appears that Yoon reasonably appears to teach every element of claims 16-20 and 23-31 . 

Claim Rejections - 35 USC §103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all obviousness 

rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
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the prior art are sucti ttiat ttie subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 21 and 22 are rejected under 35 U.S.C. 103(a) as being unpatentable over Yoon (US 
5,584,849) in view of Yoon (US 6, 336,176). 

Yoon ('849) discloses a retractable safety-penetrating instrument comprising a sleeve (42), a 
needle (36) and a hub (24). The sleeve is disposed about the needle such that the needle remains at 
least partially within the sleeve at all times. The needle and sleeve are longitudinally movable relative to 
each other. The needle is mounted to the hub such that they move together longitudinally. The proximal 
end of the sleeve is located within the hub and longitudinally movable relative to the hub. Further, a first 
and a second position are disclosed whereby in said first position the needle extends beyond the distal 
end of the sleeve and in said second position the sleeve extends beyond the distal end of the needle. 
(See Figure 2 and 3). 

Yoon ('849) discloses a laterally extending disc shaped projection (110) from said sleeve located 
at the proximal end of the sleeve and means of positively engaging (1 14) said projection to restrain the 
sleeve in the second position. (See Figures 3-6). 

Yoon ('849) fails to disclose at least one finger arranged to engage with the projection in the 
second position. 

Yoon ('176) teaches using a locking finger (86, 88) to engage with the projections (48, 56 or 82). 
(See Figure 3). 

It would have been obvious to one of ordinary skill in the art at the time of invention to combine 
the apparatus of Yoon ('849) with the locking finger of Yoon ('176) to provide a means for engaging the 
projections in a second position and thereby prevent sleeve movement. 

Response to Arguments 

Applicant's arguments filed 10/23/2006 have been fully considered but they are not persuasive. 
With regards to Claims 16 and 28, Applicant has argued that the apparatus of Yoon does not 
have any fluid flow path in the first instance. 
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In response, Yoon does teach a tubular structure, "Penetrating member 36 has an elongated 
shaft or body which is at least partially hollow." (See Column 5 Lines 50-55). Furthermore, Yoon 
discloses that "the portal unit can have various valves, stop cocks, and seals in the housing to control unit 
fluid flow there through" (col. 14, lines 54-56). In other words, the device of Yoon inherently have fluid 
flow path. The limitation "the fluid flow path in the first instance " or "the fluid flow path at all times " " are 
the steps/methods for operating the device is not germane to the issue of patentability of the device itself. 
Therefore, this limitations have not been given patentable weight. 



With regards to claim 21 , Applicant has argued that none of the prior art teaches that a plurality of 
fingers arranged to engage with the projection in the second position so as to prevent movement of the 
sleeve toward the proximal end thereof. 

In response, Yoon' 176 clearly shows that the locking fingers (86, 88) arranged to engage with the 
projections (48, 56 or 82) in the second position so as to prevent movement of the sleeve toward the 
proximal end thereof (Figs. 3-6). 

Conclusion 

Any inquiry concerning this communication or earlier communications from the examiner should 
be directed to Quynh-Nhu H. Vu whose telephone number is 571-272-3228. The examiner can normally 
be reached on 6:00 am to 3:00 pm. 

The fax phone number for the organization where this application or proceeding is assigned is 
571-273-8300. 

Information regarding the status of an application may be obtained from the Patent Application 
Information Retrieval (PAIR) system. Status information for published applications may be obtained from 
either Private PAIR or Public PAIR. Status information for unpublished applications is available through 
Private PAIR only. For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic Business Center (EBC) 
at 866-217-9197 (toll-free). If you would like assistance from a USPTO Customer Service Representative 
or access to the automated information system, call 800-786-9199 (IN USA OR CANADA) or 571-272- 
1000. 
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Supervisory Patent Examiner, Art Unit 3763 
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